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Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied Nutrition
Food and Drug Administration

200 C St., S.W.

Washington, DC 20204

Dear Sir or Madam:

This notification is being filed pursuant to section 403(r)(6) of the Federal Food, Drug and
Cosmetic Act (“FFDCA™), 21 U.S.C. § 343(r)(6), and in accordance with the requirements of
21 CF.R.§ 101.93. Uniweal, Ltd., Room 803, Com Yan Center, 3 Jupiter Street, North Point,
Hong Kong, People’s Republic of China, plans to market a dietary supplement bearing the
following statements on the label and/or in the labeling:

Name of supplement: ONAPHON™

Dietary ingredients: White Peony Root (Bai-Shao)
Cassia (twig)
Ginger (root)
Jujube (Da-Zao) (fruit)

Licorice, Chinese (Gan-Zao) (root)

Structure/function
statements: 1. This product helps to warm and soothe the
stomach—This statement is the subject of Xiaojianzhong
Mixture, which contains White Peony Root (Bai-Shao),
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Cassia (twig), Ginger (root), Jujube (Da-Zao) (fruit), and
Licorice, Chinese (Gan-Zao) (root).

2. This product helps to regulate the function of the
digestive system—This statement is the subject of
Xiaojianzhong Mixture, which contains White Peony
Root (Bai-Shao), Cassia (twig), Ginger (root), Jujube
(Da-Zao) (fruit), and Licorice, Chinese (Gan-Zao) (root).

Summary of Substantiation:

The claims “helps to warm and soothe the stomach” and “helps to regulate the function of the
digestive system” for Xiaojianzhong Mixture, and thereby ONAPHONTM, are based on, and
supported by, reference to authoritative scientific literature, and the existence of the previously
notified/permitted claims for selected Xiaojianzhong Mixture ingredients.

The Pharmacopoeia of the People’s Republic of China, which is approved by the Ministry of
Public Health of the People’s Republic of China, states that Xiaojianzhong Mixture is
comprised of the above five dietary ingredients, and is produced through a specific
manufacturing procedure (see attached).’ The Pharmacopoeia of the People’s Republic of
China states that the action of Xiaojianzhong Mixture is “to warm and invigorate the spleen
and the stomach, and relieve pain,” and that Xiaojianzhong Mixture is indicated for
“deficiency-cold syndrome of the spleen and stomach marked by epigastric pain alleviated by
warmth and pressing, acid regurgitation, anorexia and palpitation, as occurring in peptic ulcer.”

Further, the Pharmacopoeia of the People’s Republic of China states the following actions and

indications for the component ingredients of Xiaojianzhong Mixture:

. Cassia (twig): Indications—epigastric pain with cold feeling, and gastro-intestinal
neurosis with a feeling of masses of gas rushing up through the chest to the throat from
the lower abdomen;

. Ginger (root): Action—to warm the stomach and arret vomiting;
Indications—vomiting caused by cold in the stomach; and

1/ THE PHARMACOPOEIA COMMISSION OF PRC, PHARMACOPEIA OF THE PEOPLE’S
REPUBLIC OF CHINA (English ed. 1997, Chemical Industry Press) (1997).
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Licorice, Chinese (Gan-Zao) (root): Action—to reinforce function of the spleen;
Indications—weakness of the spleen and the stomach marked by lassitude and
weakness, and spasmodic pain in the epigastrium, abdomen, and limbs.

FDA has previously been notified of, and has permitted, claims similar to the proposed claims
for certain of the Xiaojianzhong Mixture ingredients. Specifically, notified and permitted
structure/function claims for ginger include the following:

“a soothing herb for the stomach and may help maintain a calm stomach while

traveling”;?

“supports healthy digestive system”;¥

“eases the discomfort associated with travel and stimulates digestion to promote
gastrointestinal comfort”;¥

“to help maintain calm stomach function”;

“to help stimulate digestion”;¥

“aids digestion™;?

7/

Dietary Supplement Structure/Function Claims: Pharmavite, F-D-C REP. (“THE TAN
SHEET”), Dec. 7, 1998.

Dietary Supplement Structure/Function Claims: USA Nutritionals (Division of Action
Labs), F-D-C REP. (“THE TAN SHEET”), Oct. 26, 1998.

Dietary Supplement Structure/Function Claims: Murdock Madaus Schwabe
Professional Products, F-D-C REP. (“THE TAN SHEET”), Oct. 12, 1998.

Dietary Supplement Structure/Function Claims: Naturade, F-D-C REP. (“THE TAN
SHEET”), Oct. 12, 1998.

Pharmanex Revising Goldenseal, Evening Primrose Oil, Cranberry Label Claims, F-D-
CREP. (“THE TAN SHEET”), July 20, 1998.

Sinomedical “Sofien Blood Vessels,” Improve Circulation Supplement Claims Filed, F-
(continued...)
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. “helps to stimulate digestive enzymes and increases production and secretion of bile

from the liver and gall bladder...provides nutritional support for the digestive and
circulatory systems”;¥ and

. “has been linked to beneficial compounds which warm and soothe the stomach.”?

In addition, there is a relevant, notified and permitted structure/function claim for licorice:
“extensive worldwide use supports [licorice’s] soothing benefits for the stomach, digestive
tract, and as an antioxidant.”¥

Therefore, the proposed claims “helps to warm and soothe the stomach” and “helps to regulate
the function of the digestive system” are proper and supportable for Xiaojianzhong Mixture,
and therefore ONAPHON™.,

The undersigned certifies that the information presented and contained in this notification is
complete and accurate, and that Uniweal, Ltd. has substantiation that each structure/function
statement is truthful and not misleading.

Sincerely,

i a7

Stephen Paul Mahinka
Counsel for Uniweal, Ltd.

Attachments

7/(...continued)
D-C REP. (“THE TAN SHEET”), Dec. 15, 1997.

8/ Dietary Supplement Structure/Function Claims: Ginger, F-D-C REP. (“THE TAN
SHEET”), May 11, 1998.

9/ Amrion Rolling Out Natrix International’s Advanced Botanics Line, F-D-C REP.
(“THE TAN SHEET”), April 29, 1996.

10/ Supplement “Tumor Inhibition,” “Virus Control,” “Gingival Health” Claims Flagged
by FDA, F-D-C REP. (“THE TAN SHEET”), April 1, 1996.
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- PHARMACOPOEIA OF THE PEOPLE’S REPUBLIC OF GHINA

(English Edition 1997)
Volume [

This Pharmacopoeis is the English version edited {rom Pharmacopecia of
the People s Republic of Chins 1995 edition. The Chinesc cdition is ap- '
proved by the Ministry of Public Health of the Pcople’t Republic of China
to be effective from April 1, 1996, in accordance with the official docu.
ment WYF (95) 77,
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176 Ramulus Cinnamami

monia 15, then macerate 10 m! of chloroform for 30 min.
utes zad uvlirssonicate for 30 minutes, filter. Evaporute the
tiltrate o dryness, dissolve the residue in L ml methanal,
Take 3~4 drops of the methano! sojution into a 10 m] stop-
pered test tube. Add 0. Sm! of chromotropic acid wnd 3 ml
of sulfuric acid and heat the test tube on & water bath for
10 minutes, u deep purple colour uppears.

(3) Add 1S ml of echaaol 10 1 g of the reference drug of
Radix Zanthoxyli, warm macerste for 30 minutes then ul-
tra-sonicatc fur 30 minutes, filter. Evaporate the filtrate to
dryness, distolve the residue in L m! of ethunol and use it ax
the reference drug tolution. Carry out the method for thin
layer chromatogruphy( Appendix Y1 B)using silica gel G s
the couting substancc und benzens-ethyl acetate-methanol
isopropanolcomeentrated ammoniy TS(20:5:3:1:0.12)as
the mobile phasc. Apply separately to the plate 2 ul of ench
of the st solution, the reference drup solution, and the sef-
erence solution used for assay. After developing in A cham-
ber pre-equilibrated with mobile phase for 10 minutes and
removal of the plate. dry it in air and examine under ultea-
violet light (365 nm). A fluorescent <pot in the chro-
matogran oblained from the test solutioa corresponds ia
colour and position to the spot {n the chromatogram ob-
tained from the solution of reference drug,and a light yel.
low fluoreseent spot coreespoads in colour and position to
the spot in the chromatogrum obtained from the refersoce
solution used {or assay.

(4) Dissolve cthoxychelerythrine CRS in methano! to pro-
duce & solution containing 1 mg per ml used as the reference
solution. Cxrry out the method for thin layer chromato-
graphy(Appondix VI B)using silica gel G as the coating sub-
stance and taluene-echyl sectute-methunol{25:2:0. 1)as the
mobile phase. Apply separately to the plate 2 ) of the ref-
crence solution, 2 pl of cach of the solution of rcference
drug sad test solution used in Idendfication (3). After de-
veloping in & chamber pro-equilibruted with mobile phase
for 10 minutes and removal of the plate,dry il in air,exam-
ine under ulrry-violet light. A (luorescent spot ia the chro-
matogram obtained from the test solution corresponds in
colour agd position to the spot in the chromatogram ob-
tained from the reference drug, and orange-yellow fluores-
cent spot corresponds in colour and position to the spot in
the chromatogram obtaiocd from reference solutiaa.

Assay To 1 g coarse powder, weighed sccurately, in 2
Soxhlet s cxtractor, extract by heating under reflux until
the reflux fluid becomes colourless. Concentrate the extract
on a water bath to about 2 ml, transfer it into 2 10 mi volu.
metsic flask, add methans] to volume, mix well and use it as
the test solution. Dissolve nitidine chloride CRS, weighed
socurately, inmethanol to produce & solution conmining 0.5
mg per ml as the reference solutlon. Carry out the method
for thin layer chromatoprephy (Appendix V| B)using silica
ge! O conlaining sodiun carboxymethy! cellulose as che
coating substance and, weighed accurately. beazene-ethyl
acetate-methanal- isopropanol-concentrated ammonia TS (20:
5.3:1:0.12)ay the mobilc phase. Apply alternatively 4 4l of
test solution, 1 Wl and & ul of refersnce solution to the
plute. After developing aud renoval of the plate, dry it ia
air, cxamine under wtra-violet light(365 nm), carry out the
thin layer chromatography (thin layer chromatographic
scanning method) (Apperdix V| B).scun the chromatogram
at wavcleagth of ), = 300 nm, mcasurc the integration val-
ues of absorbance for teat solution and reference solution.
calculate. It contains not lcss than 0.25% of nitidine chlo-
ride(Cy HiaNO, ) . calculated on the dried basis.

Action To promote the flow of qi, relieve pain, to climi-
nate blood stasis. to promote blood circulation and dispel
wind.

MAR 26 1999 B85:33

Indlcations Traumatic injury, L’hcumaric arthralgia, stom-
ach-uche, teeth-ache, bitten by yenomous snake, applicd for
burn caused by hot liguid or ﬂrr.

Usage and dosage 5~ 10 g:aprjraopriate quantity for exter.
nal use, Abrasive powder for application or simmer in water
for wushing the affectcd purt of body.

Precavtion  Overdose js avoided, incompatible with food of
sour flavour.
Storsge
and moth.

Ramuplus Cinnamom

(E£#, Guizhi)

Cattia Twig

Cassia Twig is the dired young stem of Cinnamo-
mum cassia Presi (Fam. lauraceae). The drug is
collected in spring and fummer, removed from
leaf, dried in the sun on dried in the sun after
sliced.

much- branched. J0~75 em
em in diametes, Externally

Description  Long cylindrical,
long, the thick end 0.3~ |
brown to reddish-brown, with llongitudiaal lines, fine wria.
kles, dotted [eaf-scars, bganch-scars and bud-scars,
leaticels dotted or dotted ellipfic. Texture hard und fragile,
¢asily broken. Slices 2= ¢ mrh thick. cut surface showing
reddish-brown in burk, yellowish-white to pslc yetlowish-
brown in wood, pith subsquage. Odour characteristic aro.

matic; taste, tweet and slightly pungent, rclatively strong

in bark.

Ydentification (1) Transverse(section: Epidermis consisting
of 1 layer of cells, non-glandhlar huirs unicellular, visible
ia young brunches. Cork conslstiog of 3~ 5 layers of cells,
the inner cells with thickeudd outer walls. Oil cells and
stone cells scattered in cortex | Stone cells groups iz pericy-
cle isterruptedly asranged in 3 ring, accompsnicd by [ibre
bundles. Secretory cclls snd |fibres scattered in phloem.
Cambium distfact. Xylem rayp 1 —2 cells wide, contuining
brown contenls; vessels scattered singly or 2 to several ag-
gregated; wood fibres with tively thin wulls, and dif-
ferentiated uneasily from wopd paceachymatous celis. In
pith the walls of cells slightly thickencd snd lignificd. Cells
of rays containing fine needlefcrystals of caleium oxalate.

(2) To 0.5 g of the powdcr alid 10 mi of cthanol, stopped
tightly, macerate for 20 migutes with coastant shaking,
and flcer, use the filtrate as che test salution. Dissalve cin-
namic aldehyde CRS in ethanpl to produce a solution coa.
taining I ul per ml as the refarence solution. Carry out the
method for thin layer chromptography (Appendix V| B),
using silica gel G as the coafing substance snd petroleum
ether (boiling range 60~90'C).cthy! ucctuie (85:15) as the
mobile phase. Apply separatgly 1o the plate 10 =15 xl of
the test solutiva and 2 pl of the reference solulion, After

developing und removal of
spray with 0. 1% 2, &dini
The orunge-red spot ia the chi
test solutiog correspands in p
in the chrumatogram obtained
Proccssing
clesn, soften thoroughly, cu
air.

Slices subrounded. clliptic or

e plawc, dry it in air, and
ophenyl-hydrazine solution.
omatogram obtaincd with the
bsition and colous to the spot
with the reference solution.

Eliminatc foreigh matter, soak bricfly, wash

into thin slices, nad dry is

sections irrcgular. extcrnally

some with dotted jenticels ang longitudinal llaes, bark red-

8618 62376424
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Preserve in a dry plupe, protected from moisture !
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Ramulus Undariae eum Uncis 177

ap—

gish brown, wood yellowish.white or palc yellowish-
prown. pith subrounded or slightly square.

Action To induce persspirution, to warm the channels and
gtimulate menstrual discharge, to reinforce yang, to relicve
palpitation. and to promote the descendiag of gi.

ladicatiovus Comumon cold; epipastric pain with cold fecl-
ing; amenorrhea duc to cold in blood; arthralgia: edema;
cardisc palpitation; gastru-intestinal ncurosis with a fecling
of masses of gas rushing up through the chest to the throat
from the lower abdomen.

Umage and dosage 3-0 g.

Storage  DPreseeve in 2 cool and dry pluce.

Ramulus ¢t Folium Picrasmae

(FAR, Kumu)

Indian Quassiawood

Indian Quassiawood is the dried stem and lcaf of
Picrasma guassioides (D. Don) Bean. (Fam.
Simarubaceac). The drug is collected in summer
and autumn, &nd dried.

Description  Stems Cylindrical, varying io length, 0.5~
2cm in diameter: externally greyish-green or brownish-
green, with fine and dense longitudinl striations and nu-
merous dottcd lenticsls: texture fragile, easily broken,
fraciure uneven, pule yellow, the young branches pule.
coloured and Jarge mcdullated. compound, leaves odd-pin-
nate easily falling off: leaflcts ovarc-clongated elliptical of
ovatolunceolate, subscssile, d ~ 16 cm long. 1.5~6 cm
wide, apea acute, base oblique ot slightly roundad, murging
crenste, both surfaces usually green, somethimes the lower
surface pale purplish.-red, pubescent along the midrib,
Odour, slight: taste, extcemecly bitter,

fdentification (1) Powder: Yellowish-green. Upper epi-
dermal eslls of the leaf polyponu); stomata anomocytic,
usually visible an the lowes cpidermal. Mesophyll cells fre-
yuently containing clustcrs of calcjum oxalate. fibce bundles
surrounded by parenchymatous cells containing clusters or
prisme of calcium oxalate, forming crystal fibres,

(2) Maccrute 1 g of the powder in 10 ml methanol over
gight, filter, cvaporats the filtrate to dryness, dissolve the
residuc {n 10 ml of methenol and use it as the tost solution,
Prepare 1 solution of Ramulus et Folium Picrasme refecenaco
drug in the samc manner as the refereace drug solutivn
Carry out the method for thin layer chromatography(Ap-
pendix ' B) wing silica gel G conuining sodium car-
boxymethyl cellulose as the coating substance and » mixture
of chloroform-methanol(85:15)as the mablle phase. Apply
separately 10 uf of esch of the above two solutions 1o the
plate. After developing and removal of the plate, dry it in
ur, spray with modified potassium iodobismuthate TS, A
spot in the chromatogram obiained from the test solution
corresponds in colour and position to the spot ia the chra.
matogram obtained {rom the reference drug solution.

Processing  Eliminatc foreign matter, wash the siems
clean, soften thoroughly, cut into slices. and dry in the
Tun; spray the lcaves with clean water. moisten briefly, cut
invo slivers, aad dry in the sun.

Action To act against hucterla and relieve inflammarion.
10 remove damp, wad (0 counteract toxicity.

lnd!cnliom Colds, scute tonsilitis, pharyngitis, colitis,
bacillary dysentery. eczema, bails, venomous snake bite.

Usage and dovage 3~4.5 g of its Yranches or 1 =3 g of ity
lcaves, appropriate quantity for extesnal use.

Storage Preserve in a dry place.

Ramulus Mori

(#&%%, Sangzhi)

Mulbarry Twig

Mulberry Twig is the dried young branch of
Morus alba L. (Fam. Modaceac). The drug is
collected at the end of spring and the beginning of
summet, removed from legf, and dricd in the
sun, or cut into slice while frash, and dried in the
sun.

Description  Lumg cylindricel,| branched oceusionally,
varying in length, 0.5~1.§ ig diameter. Externally
greyish-yellow or yellowish-browh, with numcrous yellow-
ish-brown dotted lenticels and fine longitudinal striatioas,
and with preyish-white slightly iorbicular leaf scars and
yellowish-brown uxillary buds. Texture hard and tensciovs,
uncasily broken. fracture fibroys. Slices 0.2~ 0.5 em
thick, bark slightly thin, wood yellowish-white, medullary
rays radiate, pith white or yellowish-white, Odour, slight;
taste, wouk.

ldentification Powder: Pale greyish.yellow. Fibses numer.
ous,scatterod singly or in bundieq, pale yellow or colousless.
slightly sinuous, 10 ~ 30 um .in

§~15 um, pit-canals indistinet

ter, walls thickencd, 5~20 pm, lamina small. Sclerenchyma-
tous cells grouped or scaticred pingly, similar to the stone
cell in the shape and size, luming containing 1~ 2 prisms of
calcium oxalate, square, rhombi¢. polyhedrd oc biconelike,
§~20 um in diameter.

Extractives Carry out the hof extruction method as de.
scribed under the desermination of ethanol-soluble extrac.
tives(Appendix X A).using etHanol as the salvent, not lexs
than 3.0%.

Processing  Ramulus Mori  Wash the whols onet clean
and soften thoroughly, cut intof thick sliccs, and dry in the
sun.

Ramulus Mori (Stir-fried)  Stlr-fry the slices of Ramulus
Mori as described under the miethed for cimple stie-{rying
(Appendix [ D) to a yeliowish colour.

Actlon To relieve rheumatic arthralgia.

Indieatiens Aching and numbdess of joints, particularly of
the shoulders and arms.

Usage and dosage 5~15 g.
Storsge  Prescrve in a dry ph+.

Ramulus Uncariae cam Uncis

($4%%, Gouteng)

Gambir Plant

Gambir Plant is the dfied hook-bearing stem
branch of Uncaria rhynchophylla (Miq.) Jacks.,
Uncaria macrophylla Wall., Uncaria hirsuta

8618 62375424

PAGE.R9

Hiameter, walls thickened, -
lumina small. Stoae cclls !
pale yellow, subrounded or subsquare.15—40 um [n diame. *

'
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206 Rhizoma Zingiberis Preparans

the stomach; spitting of blood, epistaxis or abnormal uters
inc bleeding due ter deficiency of yang, to keep the hlood
circulating within the vessels.

Usage uad dosage 1~9 p.

Storsge  Preserve in a cool and dry piace. protected [rom
moth.

Preparution  Extractum Zipgiberis Liquidum.

Rhizoma Zingiberis Preparata

(2, Paojiang )

Prepared Dried Ginger

Prepared Dricd Ginger is prepared from the Rhi-
zoma Zingiberis.

Procedure  Scald the clean dried Ginger with saod ( Ap-
pendix 1 D)until inflated and brown externally.

Description  Irregular inflated pieces with fingered Lrau-
ched. Externally brownish black or brown. Texture light
and loosc. fracture browpish bluck at the margin, brownish-
yellow in the inner part, fige granular. vascular bundles
scattered. Odour, aromatic and characteristic; taste, slight
pungeat.

ldentification Powdcr: Brown. Starch gragules abundaat,
ovoid, ellipsoid, detoid-ovoid, subrounded or irregular, 5 ~
40um in diameter, hilum pointed in the smaller end and
clefr-like as well, sametimes striations visible, gelatiniscd
masses visible occasionally. Oil cells and resin cells scattered
i parenchyma, containing pale yellow oil drops or dark
reddish brown coptcots. Fibres in bundles or scattered,
hlant.acute at the end, few branched, sometimes sinuated op
one side, 15 ~40 pm in diameter, walls thickened stightly,
noalignified, with fine ohlique pits and thin transverss scptu
usually visidle. Vegsels mostly sealariform reticulale ar spi-
rel, occusionally anaular 15 vessels as well sometimes, beside
the vessels or fibres with tubular cells containing dark red-
dish brows contents visibic, 12~ 20 um ia diamerer.

Totat ssh  Not more than 7.0% (Appendix X X).

Action To reinforce yang and dispel cold, to arrest bleed-
ing by reinforce meridians.

Indications Astheniu-cold of spleen and stomach, abdome-
nache, vomsting und diazrhea, haematemesis, epistaxis, uter-
ine Lleeding, blecding duc to yang-deficiency.

Usage and dosape, Storoge  As described under Rhizoma
Ziugiberis.

Rhizoma Zingiberis Recens
(%3, Shengjiang)

Fresh Ginger

Fresh Ginger is the fresh rhizome of Zingiber of-
ficinale (Willd.) Rose. (Fam. Zingiberaceae).
The drug is collected in autumn aand winter, re-
moved from fibrous root and soil.

Descripdon  In [rregular piecen, slightly cumpressed, with
finger-like branches, 4—18 cm long, 1~3 cm thick. Ex.
ternally yellowish-browa of greyish-brown, ringed, the top
of cach branch exhibiting 2 stem scar or buds. Texture

MAR 26 1998 @5:3%

fragile, casily brokea, fracture pale yedlow, with ¥ well-
marked endodermis ring and scattered| vascular bundles.
Odour, wromatic and characteristic; tatte, pungent.

Processing  Rhizoma Zingiberis Recens | Eliminate foreign
matter, wash clean and cut into thick slices before use.

Peel of Rhizoma Zingiberis Recens
of clean Rhizoma Zingiberis Recens.

Action  To induce perspiration and dispel cold, lo warm
tha stomach and arret vomiting, and to fresolve phlegm xnd
relicve cough.

ape the outer peel

Indications Common cald: vowiting d by cold i the
stomach; cough with cxpectoration of whitish thia sputum.

Usage and dosage 3-9 g.

Storage preserve in a cool, dry place, or embed in wet

sund, protscted from {reezing.

Sargassum
(B, Haizao)

Scaweed

Scawced is the dried alga of Sarfassum pallidum
(Turn.) C. Ag. or Sargassum fulsiforme (Harv.)
Setch. {Fam. Sargassaceae). The former is com-
monly known as “Daychaizac” pad thc latter is
known as “Xiaoyehaizao”. The dfug is collected in
summer and autumn, removed ffom foreign mat-
ter, washed clean, and dried in the sun.

ings. Main branchings dichotomous, lateral branchings giv-
ing off from the axils of blades bearipg oo main branch-
ings, with shart spiny proteudiogs. The blades of primary
segments lanceolate or obovats, 5~7 ¢m long, about ! cm
wide, margin catire or dentate. The |blades of secondary
segmenis slat-shaped or lenceolate, wjth small branchings
bearing slat-shaped segments in the $xils of blades. Air
bladdars dblackish-drown, sphervjdal dr ovoid, some with
stalks, apcx obtuse-rounded. sometimey mucropate. Textuse
fragile, soft when moistencd, swollen| fleshy and lubricant
og soaking in water. Odour, seafoodtlike; taste, slightly
sally.

Xleoyehaizao  Slightly small, 15— #0 cm loep, lateral
branchiogs slrernate, without spiny|protrudings, blades
slal-chaped or spatulate, apex slightly swollen, hollowed,
air bladders axillecy, fusiform or sphefoidal, with relative-
ly long stalks. Texture relatively hard

Tdentiflcation Macerate 1 g of the smill picees in 20 ml of
water {or several hours and filter. Eviporate the filtrate to
about 3~5 ml, add 3 drope of ferric ghloride TS; a brown
precipitate is produced.,

Processing  Eliminate foreign matter{ wash cleaa, dry io
the air briefly, cut into sections, sad fry in the sun.

Action To soften lndurated mass, toleliminte phlegm and
dissipate nodulativa, und (o [nduce diyresis.

Indications  Qoiter, serofula, swelling and pain of the

lexuis: edema,
Usage and dosage 6-~12 g,
Precaution Incompatible with Radix Blyeyrrhizate.

€618 62376424
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Radix Glycyrrhizme 153

Procuu'ng. Soften thoroughly, cut into thin slices, and dry.
Break to picces before use.

Action Replenish vital sesence, promote bleod circualtion
and relieve collapse. To ceinforec ¢f and 10 stanch
bleeding.

Iudications  Collpace tendency due to asthenia, conl limbs
and weak pulse. QI cannol control blaed, uterine bleeding.
cardiac failure and cardiogenic shock.

Usage and dosage 3—9g. °
Precaution [ncompatible with Rhizoma ¢t Radix Verntri,

Storage Proserve in well closed contxiners, stoged ia & cool
and dry plsce, protected from muth.

Radix Glehniae
(dt3b25, Beishashen)

Coestal Glchnia Root

Coastal Glehnia Root is the dried root of Glehnia
littoralis Fr. Schmidt ex Miq.(Fam. Umbellifer-
ac). The drug is collected in summer and autumn,
removed from rootlet, washed clean, dried
slightly In the air, treated with boiling water,
peeled and dried, or dried immediately directly
after washing.

Description  Sienderly cylindrical. branching occasionally,
15~4S cm long, 0.4~1.2 em in diameter, Externally yel-
lowish-white, slightly rough, cccasionally with patches of
cork adnering, or yellowish-brown when unpocled, finely
wrinkled longitudinally, und with brownish-yellow spotted
rootlet scars. ‘f'op usually with ycllowish-brown remaias of
rhizame. The upper part somewhat thin, the middlc part
relatively thick, snd the lower part tupering. Texture frag-
ile, easily broken. fracture ycllowish.white in bark and yel-
low in wood, Odour, characteristic; taste, swestish.

Identificalion Transverse section: Cortex of severn] layers
of pareachymatous cells, scattered with sccretory canals.
Cork visible when unpecled. Phlocm broad, rays distinet,
sieve tube groups cotlapsed in the outer part and appearing
as & parrow band; sccretory capals scattered, 20—565 pm in
diameter, cuntaining ycllow-brown secrccion, surcounded
by 5~ 8 secretory cells. Cambium in a ting. Xylem ruys
2~5 cells wide; most vessels arranged in V-shape:
plarenchymvous cells containing gelatinized starch gran-
wice.

Procesting Remove remains of stemns and foreign matter,
soften slightly, cut into scctions, and dry.

Actios To replenish yin of the lung and stomach, remove
heat trom the Jlung, and pramote fluid secretios.

lndications Dry cough causcd by heas in the lung: bloody
sputum in phthisis; thirst in febrile diseases,

Usnge and dorsge  4.5~9 4.
Precaution Incompatible with Rhizoma ¢t Radix Verati.

Storage Preserve in a veatifated and dry place, protected
from moth.
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Radix Glycyrrhizae
(§E, Gancao)

V.iquatice Root

Liquorice Root is the dr
Glycyrrhiza uralensis Fi
Bat. or Glycyrrhiza gl

ed root and rhizome of’
ch, Glyeyrrhiza inflaia’
ra L. (Fam. Legumi.

nosae). The drug is coljected in spring and au-
tumn, removed from rdotlet. and dried in the
sun.

Description  Root of GlyeyrrKlza urnlensis  Root cylindri-
eal, 2~ 100 cm loag, 0.6~3|{S cm ip diameter. The outer
bark loose or tght. Externafly reddish-brown or greyish-
browg, obviously longitudinally wrinkled, furrowed, lenti-
ccllate, and with sparse roctlet scars. Texture compact.
fracture slighdy fibrous, yellbwish-white, starchy, cambi-
um ring distinet, rays radiatg, some with clefts. Rhizomes
cylindrical, excernally with Yud scars, pith present in the
centre of fracturc. Odous. elight; taste, sweet and charac-
teristic.

Root of Glycyrrhiza inflate | Roots and rhizomes woody
sad stout. some branched, [ the out bark rough., mosty
preyish-brown. Texture compuct. more lignified fibres and
fess starchy. Rhizomes with more and large adveatitious
buds. :

Root of Glyeyrrhiza glabra |Texture of root and rhizomes
relatively compact, some branched, the outer bark not
rough, mostly greyish-brcwmr lenticels tmall and indistinet.

Identificatlan (1) Transverse section: Cork consisting of
several layers of brown cells. Cortex reladively narrow,
Phlocm rays broad, mostly durved, frequently with clefts:
most phlocm fibres in bundl1,s. uglignified or slightly ligni-
fied, surrounded by parenchymatous cells containing prisms
of calcium oxatate; sicve tuble tissuc often pressad to be col-
lapsed. Fuscicular cambium distinct. Xylem yuyt 3~5 cells
wide: vessels froquent, up tg 160 um in diameter; xylem fis
bres in boundles, surcounded by pareachymatous cells con-
taining prisms of calcium oxdlate. Roots without pitd at the
centre: rhizomes possessiag pith at the centre.

Powder: Brownish.yellow. Fibres {8 bupdies. 8~14 um in
diamecrer, thick-walled, sightly lignified, surrounded by
parenchymarous cclls contaiping prisms of calciwn oxalate,
forming erystal fibres. Prisths of calcium oxalate frequeny.
Bardered pitted vessels Jargq. reticulated vessels rare, Cork
cells reddish-brown. palygohal, slightly lignified.

(2) To 1 g of the powder ddd 40 m! of cther, heat undet
reflux on & watcr bath for { hour, filter. Heat the residue
under refuex in 30 ml of oiethano) on a water bath for 1
hour and filter. Evaporate the filtrate to dryness and dis-
solve the residuc in 40 ml off watar. Extract the aqueous so-
lution with 3 quaatities, duch of 20 ml, of n-butansl.
Combinc the m-butanol solution, wash with water for:3
times and evaporate on a water bath to dryncss, ditsolve
the recidue i 5 ml of methano) ss the test tolution. Preparc
a solution of Redix Glycyrrhizae reference drug in the same
manner as the reference dnig solution. Dissalve ammonium
glycyrrhizate CRS in meth4nal to produce a tolution con-
tining 2 mg per mi as the r¢fecence solutioa. Carry out the
method for thin layer chromatography (Appeadix VI B),
using silics gel C contihing 1% solution of sodidm
hydroxide as the coating)substance and ethyl aceta(e-
methanok-glacial acetic acid warter {30:2:2:4) as the mo-
bile phase, Apply separately to the plate 1—2 ul of each of
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154 Radix Glycyrrhizue Preparana

the three solutiuns. After developing and removal of the
plate. dry it in sir. Spray with 10% solution of sulfurie
acid in ethanol. Heat at 105C 1o visualize clearly, and ex-
amine under ultra-violct light (365 am). The tluorescent
spot ia the chromatogram obtained with test solution corre-
tponds ig position and colour to the spot obtained with the
reference drug solution; the orange.yellow fluoresceat spot
in the chromatogram obtained with the 1est solution corre-
sponds in position and colour to the spot in the chro-
mutogram obtained with the refereace rolution.

Water Carry out the method for Detarmination of water
(Appendix I H, mcthod 1), aot more than 12.0%.

Total b Not more than 7.0% (Appeadix X K).
Acid-involuble ash Not more thas 2.0% (Appeadix [X X).

Processing  Eliminatc foreign matter, wash elean, coften
thoroughly. cut into thick slices and dry.

Actica To relnforce the funcdon uf the splecn ond replen-
ish qi, to remove kear and couatcract toxicity, to dispel
Phlegm and rellcve cough. to allcviate spasmodic pain, end
10 moderate drug actions.

Radix Glycyrrhizae {processed with honecy) To reinforce
the fupction of the spleen snd replenish gi, and to restore
e pormal cardiac rhythm.

Indications  Weakness of the spleen aad the stomach
murked by lassitude and weakness; cardiac palphution and
shortness of bresth; cough with much phlegm; spasmodic
puin in the eplgastrium, abdomen and limhs; carbuncles
and sores. It is oftea used for reducing the toxic or drastic
sctions of other drugs.

Radix Glyeyrrhizae (processed with honey) Weakness of
the spleen and the sramach with lastitude sad lack of

streagth; urrhythmia.

Usage and dosage  1.5~9 g.

Precaution Incompatible with Radix Euphorbiae Pekinen-
$is, Flos Geakws und Radix Xanui.

Storage Preserve in a venltilated snd dry place, protected
from moth.

Preparstion Liquorice Extract.

Radix Glycyrrhizae Preparata
(XHE, Zhigancao )

Prepared Lisuorice Root

The drug is the processed Radix Glycyrrhizae.

procedure  Stir-fry the slices of Redix Glycyrrhize as de-
seribed under the method for sur-frying with hoacy ( Ap-
peadix 11 D)unul it becomes yellow to deep yellow and not
stichy to the fingers, take out and cool in the uir.

Dewcriptlon  Occwring in subrounded or elliptical slices, ex-
ternally reddish-brown or greyish.-brown, slightly lustrous,
cuc surfave yellow to deep yellow. cambium cing distinct,
reys radiate. Texture slightly stichy. Odour, with agrecable
burar smelling; taste, sweet,

ldcutification  Carcy out the method as deseribed under 1-
deatification test (2) in the monograph of Rudia gly-
cyrrhizae, it shows the same result,

Waier Carry out the mcthod for Determination of water
(Appendix T( H,method 1). Not more than 10.0%.

Total ash Not more than 5.0% (Appendix X X).-
Acld-tnsoluble ssh  Not more than 1.0% (Appendix X X).

Actlon To invigorute the function 4f spleen and stomach,
10 relaforce ¢i and promote bjood ulation.

Indications  Deficiency of spleen
palpitation, arrhythmia.

Usoge und dossge  As described auddr Radix Glycyrrhizae.
Precaution  As described under Radfx Glyeyrrhizae.

stomach, lassitude,

Radix Hedysari
(4%, Bonggqi)

Manyioflorcscenced Sweetvetch Root

Manyinflorescenced Sweelvetdh Root is the dried
root of Hedysarum polybofrys Hand. -Mazz.
(Fam, Lcguminosae). The frug is collected in
spring and autumn, removefl from rootlet and
root stock, and dried in the sun.

Description  Cylindricu), few-bran¢hcd, upper end slightly
thick, 10~ 50 em loag, 0.6~2 cm|in diameter. Externally
reddish-browe of grey tint, with longitudina! wrinkles.
transversely elongsted lenticels and[a few rootlet sears, out-
er layer easily stripped off, the gxposed layer yellowish.

Texture hard and tough, fracture fibrous ¢nd starchy, yel- -

lowish-white in bark and yellowish{brown in wood, rays ra-
dia), cambium ring brownish. Odopr slight; taste swectish,
slightly bean.like on chewing.

Identification  Transverse section:(Cork consisting of 6~ 8
layers of cells. Cortex narrow, with 2 ~4 laycrs of col-
lenchymatous cells ut the outside; Phloem broader, cleft
outside, fibres in buadles scattere, with thickened walls,
slightly lignilied; phloem rays oftgn curved outside, Cam-
bium in a fing. Vessels in xylem Jsingly scattered or 2~23
grouped, surrounded by wood fibres. Fibre bundles sur-
rounded by parcnchymatous cells dontaining priems of calei-
um oxalate.
Powder: Yellowish-brown. Fibref in bundles, 5~22 um ia
diameter, with thickcned walls) siighcly lignifiod, sur-
rouaded by 1 sheath of parenchymarous cells containing caj-
ciwm oxalate prisms, forming crysral fibres, the walls of
crystal cclls unevealy thickened. Priams of calciom oxalate
7=14 um in diameter. up to 22 [ long. Bordercd pitted
vessels up to 145 um in diamecer. | Starch gragules simple or
compouad, subrouaded or ovoid-founded. 2~ 19 um in di-
ameler; compaund of 2~ 8 comppnents.

Extractives Carry out the mettod for Determination of
ethanol-soluble extractives ( Appdndix X A, the hot extene-
tion method), using 45% ethandl as the solveat, not lese
than 30.0%.

Processing  Radix Hydrysari uninate foreign matter,
grade according tosize, Wash clefn, soften thoroughly, sut
into thick slices, and dry.

Actlon To reinforce qi and strg¢ogthen the supecficial re-
sistance, to cause diuresis, and tp proniote the drainege of
pus and the growth of new tissug.

Indications  Deficiency of qi with lack of strength, snorex-
ia and looec stools; sinking of thi spleen gi marked by pro-
tracted diarrhea and prolapse of jthe rectum; hematochezia
and abnormal utcrine bleeding; |spontaneous yweating due
to weakened superficial resistance: edema due to deficlency
of qi: abscexs ar bail difficult (o burst; anemia; diabetes
mellitug; albuminuria (s chronicnepbritis.

Usage and dosage 9-~30 g,
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Xaojianghong Heji 409

fhexane-cthyl acctate (8:2) as the mobile phuse, Apply sep-
arately to the plate § i of the test solution obtained under
Identification test (2). and 2 ul of the reference drug solu-
tion. After developing and removal of the plate. dry it in
ait. spray with sulfuric acid. The black spots in the chro-
matogrém obtained with the tesc solution correspond in po-
sitian and colour to the spots in the chromatogram obtained
with the reference drug solution.

Other requirements  Comply with the gegeral requirements
for pills (Appenadix I A).

&, Acton To dispel wind, arrcst convalsions, resolve phlegm
and remove the retention of undigested food.

K. Indications  Colds with indigestion in children, marked by
X fever, nasal obstructioa, cough with much phiegm, vomi-
Rting, disrrhea, and cven convulsicn.

ng‘ and dosage 1 pill. 2~ 3 times 2 day.
ation 1.5 g per piil.

Xiaojianzhong Heji

(NEREH)

Xisojienzhong Mixture

Tngredients  Ramulus Cinnamomi 111 gy

Radix [aconixe

Alba 222 g; Radix Glyeyrrhizue {proces
g: Rhizoma Zingiberis Receas 111 g
1l g.

Procedure  Distil volatile oil from Ramul

collect the aqueous solution after distil
container. Decoct the residue, Rudix

with honey) 74
Fructus Jujubac

Cinaamomi and
tion in unollers
lycyrchizac and

Fructus Jujubae with water 2 times. 2 hours for cach time,

combine the decoctions and filter. Combi

the filtrare and

the abuve aqueous solution and concentrate to about 560

ml. Maccrute Radix Paconiac Albs and R

izoma Zingiberix

Cal

Recent for 24 hours, wing 50% ethanol as solvent, then
carry out the method for percolation described under liquid
extract aed cxuract (Appendix I O). Qollect the perco-

Prescrve in tightly closed containers,

ohuolua Piils

ents  Arisaema cum Bile 1830 g; Rudix Aconiti
ta 180 g: Radix Aceniti Kusnezoffii Preparats 180
ricus 180 g: Olibaoum (processed) 66 g: Myrrha
d) 66 g.

Bare Pulverize the above six ingredicats to fine pow-
N and mix well. To cach 100 g of the powder add
B0 £ of refined honey to make big honcyed pills.

0 Blackish-browa to black big honeyed pills;
tinking; taste, bitter.
-

e Misroscopical: Irregular masses oojouriess or
» Pleaty of minutc granules diffused on the sur-
around, dissolved on long standing. Irrsgular
pale yellow, rranslucent, with oil draplets, which
L bealing revealing square crystals of caleium ox-
0 ¢ellt rectungular or subrquare, with slighty
alls, Necdlc Crysuls of calcium oxalase in bun-
d, 20~90 um long.

oly  Comply with the genera! requircments
dix 1 A),

ieve vheumatis conditions and remove ob-
m the collarera! channels.

Wacumatic of rheumatvid arthritis with joint
g% asd muscle contracture.

® 1 pill, 2 times a day, to be taken with
OF warm bolled wates.

late, reccover ethano! and mix with Lhe a

ove concentrated

decoction, Allow it to stand, and fliter. fdd 170 g of mal.
tose and concentrate to about 1000 ml. Tp the solution «dd
3 g of sodium benzoate und the volatile oil of Ramulus Cin-

namami, meke up the volume to 1000 mi

Deseription A brownish-yellow liquid; o
matic; lasle, sweet and slightly pungent.

Mentiflcation (1) Bxtract 20 m] with 3
15 wl, of ether with shakisg. Combine
evaparate to dryness, and dissolve the te
ethyl acctale as che test solution. Dissol
CRS in ethaool to produce a solution co.
per ml as the refereace solution. Carry o
tbia layer chromatography (Appendix V]
G oontaining carboxymethyl-ccllufosc s
substance and petrolcum ether (60 ~ 9
(17:3)ss the mobile phase. Apply separa
u! of the tose solution and 1~2 pl of the
After developing and removal of the pl
Spray with « selution of dinitropheaylhy
TS. The spot in the chromatogram obty
solution corresponds In posirion and co)
the chromstogram obwined with the refd
(2) Ta the agucous solution, cxtructed w
cribed undee ldentification test(1), extr,
ties. each of {5 ml,of n-butsnol,combing
tructs, wash with 10 ml of water, Discard
tion, cvaporste the a-butanol cxtracts id
solve the residuc in 1 m! of mcthuno! v
Dissolve paconiflotin CRS in methanol

tion conteining about 2 mg of per ml as

tion. Casrry out the method for thin (aye

und stir well.

our, slightly aro-

uantities, esch of
he ather extracts,
idue in 0.5 ml ol
cinnamaldehydc
taining about 1 gt
t the mathod for
), using silica gel
urm as the coating
C)-ethyl acctate
ly to the plate 10
ference solution.
kte, dry il in air.
firazine in ethanol
(ned with the rest
bur to the spot in
irence solution.

ith ether. as dese-
hct with 2 quanti.
the n-butanol ex-
the aqueous solu-
dryness, and dis-
the test sulution,
o produce 1 sofu-
he refeceace solu-
t chromatography

{appcndix VI B), using silics gel G co
methyl-cellulosc sodivm as the cosng

taining carboxyl-
bstance and chio-

roferm-ethyl acetate-methasol-concesntrjted gmmonia 1S
(8:1:4:1)ws the mobile phase. Apply sepjrately to the plate
2~3 ul of each of the wwo solutions. Af{cr developing and
remaoval of the plate, dry it in air. Spray with a 5% solution
of vanillin in rulphuric acid and heut undpe & cuecent of hot
uir to visualize clearly. The spot in the thromatogram ob-
tained with the test solution corresponds in patition and
calour to the apot in the chromatagram jobtained with the
reference rolution,

(3) To 0.5 g of Radix Giycyrrhizac refdrence drug add 10
ml of wartes, heat under reflux for 30 minutes. and filter.
Treat the filuate In the same manacr ¢s described under

: H Ip tighuy closed containers.
'J .
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4]0  Xiacjin Wan

Idenufication(2) 1z the rcference deug solution. Casry out
the method for thin fayer chromatography ( Appendix Vi
B).ucing silics gel G prepared with 1% sodium hydroxide
salution und cthyl acetate-formic acid-glucial acctic acid-
watee(15:1:1:2)as the mobile phasc. Apply separately to
the plate 1—2 ul of each of the test solution obtuined uader
1dentification test{2)and the reference drug solution. Aftes
developing and removal of the plate, dey it in alr. Spray
with a 1U% solution of sulphuric acid in cthanol and heat at
105'C to visualize clearly, Examine under ultra-violet light
(365am). The flyorcscent spots in the chromutopram ob-
rained with the test sotution correspond in position a0d
colour to the ipots in the chromaragram obtained with the
refcreace drug solution.

Rulative density Not less thus 1.10 (Appendix VI A).

Other requirements Complies with the generul require.
ments {or mixtures (Appendix I I).

Action 'To warm and igvigorate the spleen and the stom-
sch, und relieve pain.

Indicatlons  Deficiencycold syndroae of the splesn and
the stomach marked by epigastric pain alleviated by warmch
and pressing, acid regurgitation, acorexia and palpitation,
us occurring in peptic ulces.

Usage and dasage 20~ 30 ml, 3 times a day, shake before
uye.

Stornge  Prescrve in tightly closed containers, protected
{rom light.

Xiaojin Wan
(hEHR)

Xiaojin Pifte

Ingredivats  Moschius 30 gi Scmen Momordicae (removed
from shell and oil) 150 g: Radix Aconiti Xusnczoffii Pra-
parata 150 g; fResine Liquidamberis 150 g; Olibanum (pro-
cessed) 75 g: Myrtha (procesed) 75 g Faoces Tre-
gopterori {stir-fricd with vinegar) 150 g; Radix Angelicac
Sinensis (stis-{ried with wine) 75 g: Lumbricus 150 g; Chi-
nese Ink Cake 12 8.

DProcedure Pulverize the above ingredients, except
Muschus. to fine powder. Iriturste Moschus with the abave
powder and sift. To each 100 g of the powder aad 25 g of
stazch, mix well to make pillk with the dilute paste, pre-
parcd from S g of starch, aad dry at a lower (emperatwre.

Docription  Blackish-brown pasted pills; odour, aroma-
tic, taste, slightly bitter,

Identificatioa  Microscopical: Stonc eclls rectangular ot
subsquare, with slightly thickened walls. Cells of cotyledon
rectungalar or polygonal, contalning aleurone grains and
picces of (ally oils. Pacenchymatous cells [usiform, with
slightly thickencd walls and very fine ablique erisseross stri-
ations. Amorphout masses pale yellowishe-brown, embedded
with small square crystals. Muscle fibres layered, colout-
less, yellowish or brownish. sinuous, sometimes vertivally
crisscross arranged.

Other requirementy  Comply with the general requirements
tor pills {Appendix I A). except the disintcgration test.
Action To dissolve lumps and cause subsidence of swelling,
aad to remove blood srasis and relicve pain.

Indicaticns  Genitul phlegmon at the carly stage with
swelling und pain bul no discoloration of the skin; multiple

MAR 26 1998 @S:37

abscosses: goitre, scrofuls, breast carcipod
breast. -

Usage and dossge 2—35 pifls, 2 times a day ;
ter bresk; appropriate rqduction of the
dren.

Precavdon  Contraindicatpd in pregnancy. o
Specificution 0.6 g per piil. e
Storage Proserve in tightly closed :en!aincn":a

Xiaokechuan Tangjiang
(HEIRYEIR)
Xisckechuan Syrup

Xinokochuan Syrup is preparcd from Folium F
Duurici.

Procedure  To 200 g of Folium Rhcdodendri Da}
about 950 m! of 40% ethanol, close well, macerme¥
40C for 7 days,stir 2 3[times 2 day, filter and 1qudl
residuc. Combine the squeezed solution and the £}
low to stand, tilter, add 350 g of sucrose to the i
to dissolve, add 40% e:hﬁnol to 1000 ml, stir well;§]

stand . and filter. ~l
Deseription A reddish-byown liquid; odour, wromat
swect, pungeat and bitter] i

Identification Extract 29 m! of the syrup with 2 quant{}
15 ml of cuch, of ethes, Jombine the extract and evapti
@ dryness. Add 40% cthanol for three times, 10 i
cach, to distalve the residuc by heating on & watcr detifN
ter while hot, combine thi filtrate, evaporate the ethagolB
a wntcr bath, Extract thé remaining water sofution 3

quantities, 15 ml of cacH, of ether, combine the ether

cate for 1S minutes. filtc} and evaporate the filtrate to
ness. Dissolve the residud in 30 m)] of 40% ethanol, and’pe®
pare the refercnee druy julution in the same maancr of ‘1Y
test solution preparation;Carry out the method for tiin
er chromatography ( Appendix Y1 B). using silica gzl G
the coating subxtance apd_hexane-cthyl acetate-methang

(5:5.0.2)as the mobile phasc. Apply separatcly to the piste ¥

Q

(365am). The fluoresceht spot in the chromatogra 4
talped with the test solution corresponds in position andd
colour to the spot in thé chromstogram obtained with the §
reference solution. 19

Ethanol content 20% — 8% (Appendia X M), 4
Relative density Not lesy than 1.08{Appendix W A).

Other requiremcats  Cmplies with the genctal teq\lk‘h ‘
ments foy syrups( Appenflix 1 H). : :

Assay Stendurd prepurgtion  Weigh accurately 30 mg of %
rutin CRS, previously drled in vaccum to constunt weight st
120C, in » 100 m! volumelric flask, distolve in & quantity g
of 60% cthanol, dilutc to volume, and mix well. Mcasure &
accurately 10 ml of the shiution to s 50 m! volumctric fask, X
dilute with 60% ethanol|to volume, mix well as the uugdud i
solution(containing 60 up of anlyddrous rutia per mi).

Preparation of sandamd|curve measure accurately 0. 0.
0.5,1.0.2.0,3.0,4.0 and 5.0 m! of the standacd solution
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Appendix XX A - 91

Appendix X ¥
Explanation of Chinese Medical Terms

The following terms arc used in traditional Chinesc
medicine and adoptcd in the individuu! monographs of
crude drugs, dosage forms and Chinese patent medicines
under the headings of “Action”. "lndication”, “Usuge and
dosage” and “Precaution”.

blood stasix  Local stoppuge or slowaces of the blood flow
or general sluggishness of blood circulation. It is usually
maaifested by prickiag ur stabbing pain fixed in position
and with teaderncss, amenorchea or diminishod meastrual
flow with discharge of durk blood clots, mass formation in
the abdomen, dry scaly skin, purpura or occhymosis,
cyanosis of the tongue or purple dots or spoy on the
tongue. According (o modern researches, blood stasis in
traditional Chinese mecdicine may ioclude the following
pathological changes: ischemia, congestion, thrombosis,
bleedlag due lv microcireulatory disturbance, inflammatary
exudation, auophy end hyperplasia, and even the forma-
ton of tumour. The principal trcatment is to remove o
eliminute blood stasis by activating or promoting the blood
circulation.

chauanels and collstersls  According to the theory of chan.
aels {or mcridiang), there exists in the human body a sys-
tem of chanaels through which qi (vitul cnergy) and blood
circulate, and by which the intcroal organs arc connected
with the superficial organs and tissues. There are 12 regulur
channels {main mcridians) and & extra channels. Collater-
als are the braaches of the chanaels. There are 1S main
collaterals with subdivision of numerous secondury and tec-
tiary colluterals, Many morbid condilions may be caused by
obstrucijon of the collaterul channels. e. g. obstruction by
wind, cold and damp is believed be a common causc of
arthritis with joint paia und limitation in motion, bewmiple-
gia with numbness of the limds is alvo due to obstruction in
the collateru] channels. Thus, removal of the obstructions
from the affected collaterals is the main treatment of thesc
morbid conditions.

cold (1) An exogenous pathogenic factor that drings on
the syndroine marked by chilliness, mild fever. heudache,
general aching, but no sweating, when it invades the super-
ficial portion of the body (also called wind-cold syndrome).,
or the tyndromc marked by vomiting. ubdominal pain, di-
arrhea, borborygmi wnd evea shivering chills and ryncope
when it directly attacks the stomach and the intestines.

(2) An endagenous pathogeuic (uctor due to deficicncy of
yang (vital function) that causcs various morbid condi-tions
marked by intolerance of cold. cold extremitics, pale
tonguc with whitish coating, weak and slow pulse, ulso
called deficiancy-cold. Besides the above couunon features,
cach mordid cundition caused by deficiency-cold has its own
charactesistics, such as relicf by warmth in epigastric or ab-
domina! puin of deficicncy-cold (ype. difficulty in cxhals-
tion und expretoration of whitish thin sputum in dyspnea of
deficiency-cold type. thin whitish discharge and discharge
of pale red blood in lcukorrhea and excessive menstrual

I flow of deficiency-cold type respectively. The principal

Wreatinent of the syndromes or morbid conditions caused by

. ©old is to dispcl cold. In case of deficiency-cold, drugs to
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warm (he internal orguns by iavigorating the vital function
(yang) aze also nocessary, but most of the drugs to dispel
cold have warming eflccts.

colddamp (1) Cold and damp In combination as a
pathogenic {act or that causes muscle pain and arthralgia,
chiefly rheumatic.

(2) A morbid condition murked by intolerance of eold,
cold limbs, abdominal distention, diarthea and edemu ci-
ther caused by atrack of damp on the spleen resulting in
lowered fuaction of this orpan (deficiency of yang) or duc to
deficiency of yang of thc spleen and lthe kidney with accu-
mulatica of damp, ¢.g.. cold-damp leukorrhes is charac-
terized by iacessant discharge of thin whitish mocus from
the vagina. uccompanied by lassitude, anorexis, loose bow-
¢els. uching in the lumbar regions und cold sensation in the
lower abdomen.

collnternly (collaternl channels) see chunnmels and colluterals
damp (1) An cxogcnous puthogenic factar that causes
syadromes with the following features: chills and persistent
fever in spite of perspiration. hcadache as if the head were
tightly bound, lassitude and heaviness scnsation in the
limbs. sgorexia with fceling of stuffiness ia the chat and
epigastrium, and loocse bowcls, joint pains and swolling
with sensation of hcavinest. etc.

(2) Retention of water within the bady cuused by deficien-
cy of yaag (vital fuiiction of the splecn and the kidney,
maenifested by anorcxia, diarrhea, ubdominal distension,
oliguria and cdcma.

domp-heat Heat and Jump in combination as a pathogenic
facror that causes morbid conditions usually characterized
by inflammatien with purulent discharges. e.g., acute uri-
nary infection or urolithiatis accompanied by dysuria. pas-
sage of turbid urioe and hematuria if it attacks the urinary
bladder; acute dyscntery or diarrhea with mucus and blood
in the stools when it invades the large intestine; purulent
leukorrhea with a foul smell or pyogenic inflammation of
the leg or foot if it pours dowaward Lo the lower portion of
the body. Furthermore, jaundice {n acute cases iy also at-
tributed to damp-bheal.

dampwarm  An infectious disease prevalent io summer,
marked by prolonged fever, gencral aching and semsation
ol heavincss, stffinesy in the chest and distension in the
abdomen. und greasy tongue conting. Sometimes it is re.
ferred o typhoid or puratyphoid fever,

deficiency The state of being short of whut is needed, es-
pecially of the functions, caergy snd cisentisl materials
necded for maiataiaing u heslthy life and normal body re-
sistance. Gencrully speaking, dcficicncy syndromes include
deficicncy of Qi, of yang, of yin, of vital essence. and of
bloed.

deficiency-cold sec cold.
deficiency-fire  see [llre.

ddicicncy of blood A murbid condition marked by pallor,
dizziincss, palpitation, iosomnia, and numbness of the
{imbs. It roughly corresponds to apemia. but it may also be
found in otber discuscs (e.g. in neurosis), while a severe
anemic patient is usually defiticat io both yi and blood.

deflelency of qi A general term (or diminshed funetion of
the internal organs and lowered body cesistunce. Its coui-
mon features arc pallor. lassitude, listlessnesy, shortness of
breath. spontaneous sweating, and weak pulse.

deficlency of yang A peneral cerm for lack of physiological
cnergy of life with diminshed functions. marked by paller,
intolerance of cold, cold cxtremities, foosc bowels aud fec-
ble pulse.

L

B61@ £2376424 PRGE. B3



Pry

19/04 LL]

SUN 18:14 FAX 8610 62376424 S&N

A =92 Appendix XU

@ooq

deficiency of yin A general term for luck of body fluid, vi-
(a] essence aod blood, often resulting in cadogenuus heat
(scc (nternal heat).

deficiency of yin  with flaming up of tire (sec fire).

deficiency syndrumec of the kidney A genceral wrm for defl-
cieacy of yin and yang of the hidncy. The common features
are uching and weakness in the loins and knees, seminal
omission. impotence, dizziness. tinmitus. forgetfulness,
ctc. Fdcma and asthma muy also be included in thiv syn-
drome.

deficiancy syndrome of the liver A geaeral lerm for defi-
ciency of yin and blood of the liver. Thc common features
are dizziness, headache, irritability, impairment of vision,
dryness of the cyes, aod menstrua] disorders.

diabetes causcd by internal heat A morbdid conditioa marked
by grear thirst, the passage of a large amount of urine, and
sometimex excessive eating, comprising diabetes mellitus
and diabetes insipidus. Acoording to traditional Chinesc
avedicine, the puthogenesis of diabetes in most {nstances is
deficiency of yin with [ormation of Internal hewt. In this
book, some of the drugs indicated far diabctes may have a
hypoplycemic effect, but the others are used for rlieving
the symptoms such as polydipsia und polyuria.

dryness (1) An stmucpheric pathogenic factor which pre-
vaily in dry scasons and uapairs the body fluid, resulting in
dryness syndrome marked by dryness of the nusal cavity,
dry throut, thirst, parched lips, dry cough. and
constipation.

(2) An endogenous pathogenic factor caused by impairment
of body (luid und also the sydrome thus produced.

dryness-heat Dryncss and heal in combioution us s
pathogenic factor causing sore throat, inflammation of the
eyes. dry cough, or hemoprysis.

cxogenous affection  Morbid condition caused by excestive
or untimely stmospheric iofluences and various infections
facrors.

fire (1) Physiological energy of Vife. This definition is re-
fersed 1o in such expressions as “reinforee the fire” and “in-
vigorute thc fire”.

(2) An e10gcnous pathogenic factor that causes morbid
conditions marked by acute local inflammation or blecding
accompunied with caastitutional manifestations such as
aversioa ta hest, thirst, constipativn, reddened tongue
wilh ycllowish coating, and forcs{ul rapid pulse.

(3) A mworbid condition caused either by hypeructivity of
internal organ(s) or by yin deficicncy with secondary fire
symptoms (also culled "daficiency-fire" or “deficiency of yin
with flaming up of fire™, which is manifested by flushed
checks, daily recurring fover, heat gsensation in the palms
and soles, irritability, dryaess in the mouth with sore
throat, hemoptysis. hypcraphrodisea, ete. ).

fire in the liver {liver-fire) A morbid condition of hypersc-
itivity of the liver caused by stroag emotional agitations and
manilested by headache. dizzincss, blood-shol eyes,
flushed face. irritubility, and hematemesis, hcmoptysis or
epistaxis. {yec fire)

heart A viscus Lhat maintains the blood circulation of the
bluod and conurols the mental activities. Thus, not only the
disturbance of blood circulation and irregufacity in the xe-
quence of the pulse beat but alsa various disorders of the
higher central nervous uystem (such as insomnia, {orgetful-
ncss, impaized comscivusnens) are attributed to the dysfunc-
tion of the beart,

heat A pathogenic factor that cuusey morbid coaditions

characterized by foverishness, flushed face, thirst, cravig,
fur cold drink, constipation, reddened tongue with yellow.
ish coating, and rapid pulse. When it cavses infllammation
with rcdness, heat and swelllng, it is called toxic hewt. °

heat in blood (1) The latc and severest stage of febrile dis.
cases, marked hy fever, resilessness, dclirium, skin erup-
tion and blecding (hemutemesis, cpidstaxis. hematochezia,
ete.).

(2) A common causc of bleeding, forcing the blood to flow
out of thc vessels. !

]

hest in the lung A morbid condition that may be seen ig
various inflammatory diseases of the respiratory sysicm.
marked by cough with thick or yellowish {purulcat) spu.
twm, chest pain, dyspnea und even hemoptysis.

interunl heat (1) The heat syndrom caused by consumption
of yin or body fluid, usually menifested by fever in the af.
ternoon or at night, heat sensation in the chest. palms agy
soley, night sweating, thirst, constipation, reddened
rongue wilh seunty coating, and thready, rapid pulse.
(2) Invasion of exopenous pathogeaic heat into the interiar
of the body. In this book, fnternai heat is usually refesred
1o definition (1), It may also be 2 common cause of dia-
betes (see diabetes cansed by internal hent).

kidney A viscus that stores the essence of [ifc ecither con-
genital or scquired (from food) for growth and develop-
ment, as well as semen for reproduction. 1t controls uriné
elicnination and water métabolistm and belps the luag in act
complishing respirution. It also has direct cffect on the
condition of the bone and marrow, activities of the braia,
heariag of the cars, glossiness of the hair, sad sexual pow-
er. Thus, ia deficiency conditioas of tie hidacy, the com-

mon symptoms are aching in the loins where the kidneys are .

seuted, weakness in the knees and legs. impairment 6f
hearing. premuture greying of the hair and beard, (mpby
tence in male and frigidity in female. In addition. dimia-
ished function of the kidney may leud 1o edema (due to fuil-
ure in climinating uring) or dyspnea (due to fajlure in help-
ing the lung to reccive air). Some menstrual disorders, dis-
turbances in mentality, osteopathies, and even looseness of
the tecth (the teeth being considered as the odds and cads
of the bone) may also be related to deficiency conditions of
the kidney. .

kidney yang  The motive forcc of the functions of the kid:
ney. includiag its reproductive function. Deficicucy of (he
kidney yang is often marked by general debility, aversion to
cold, cold limbs, listlessness, wching and wcakness of the
loins and kuoces. impotence, nocturis, pafc tongue with
whitish coating. .

kidney yin The csseatial substances in the kidney, scrvizi
as the material basis of the kidney tunctions. Deficiecy 6
the Kidncy yin is marked by lumbago, lassitude. dizziness,
tinnltus; necturnal emission, thirst, hot seasarion in palms
and soles, reddened tungue with little or no coaling.
thready and rapid pulsc. Sterility is often attributed to defi-
ciency of the kidney yin.

lUiver An internal orgun that stores blood, smooths the
flow of qI (vitul cnergy). controls the function of the teo-
dons. and communicates with the gali-bludder. Thus, dys-
function of the Uver may lcad to homatemesis of exceu‘IV'_
uterine bleeding. stagnation of qi manifested by distcadiag
pain in the costa) regions, icritability or depressioa. flam-
ing up of the liver-fire manifested by headache, dizzines.
tinaitus and congestion of the eyes, production of wind syn-
dromes of the liver such as vertigo. tremors, spasms or €ved
convulsions, «nd jaundice if the bile flow is obstr y!
Since the eysence of the liver sad the kidney can reunfor S
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cach other, and deficiency of the onc will result in defi-
cieacy of the other. many of the drugs replenishing the kid-
wey can replenish the liver ut the game time, und vice versa.
In addition, thc liver hes specific relationship with the
eycs, and many eye discuses can be treatcd us liver diseascs.

lung A viscus thal pesforms the function of respiration,
disseminates qi (vital cpergy), helps mainwin normal water
meraholism and ¢ontrols perspirution, closely reloting to
the supesficial body resistunce. Thus, although it is mainly
referred to the respicatory system including the upper respi-
ratory tract, ils implications «re ¢ometimes more extensive.

phlegm (1) Pathologic secretions of the respiratory sys.
tem, synonymous to sputum if it is ejecred from the mouth
("phlcgm visible”). Retention of phlegm in the rcspiratory
system i$ 2 common patbogenic factar that cause cough and
asthins,

() A patholugic product of discused internal organs, espo-
cially of the spleen, which in tusrn may cause various trou-
bles, e.g.. bauscw «nd vomiting if it affects the stomach,
palpitation, impairment of consciousoess or cven manis if it
invades the heart, serofuls and other nodules under the skin
if it accumulates subcutwneously. Thesc troubles are
thought to be ciused by “phlegm invisible™, as they can be
effectively teeared with the drugs used for the " phlegm
visible”.

Phlegm can be furthes classified into cold-phlegm. heat
phlepm, damp-phlcgm, wind-phlegm and  persistent
phlegm. Cald-phlegm i characterized by frothy or watery
sputam whitish in colour, accompanicd with other cold
mani{es ations such as aversion to cold of chilliness. Heat-
phiegm is marked by sticky ur purulent spulum sccompa-
nied with other heul manifesrations such as fever, reddened
tongue with yellowish greasy coating snd rapid pulse.
Dampphicgm is produccd by reteation of damp dus to ¢ys-
fupction of the spleen. bringing on symptoms such as pro-
fuse Erothy sputum, cpigastric distension, nausea and vom-
ittng. Wind-phlcgm usually causes headache, vertigo.
numbness of the limbs, stroke or convulsions, Persistent
phicgm is oftea scen in lingering caces of phlegm syndromes
such a8 asthma with repesled altacks; mania end cpilepsy
are slvo atteibuted to persistent phlegm.

phlegm-firc Phlegm and fire in combinution as a pathogenic
factor rhat qay cause palpitution. headuche, vertigo, or
mental disorders characterized by an expansive ematicnal
stute. hyperirritubility, overalkaliveness, wnd iacrcased
motor activity.

phicgm-heat Phlugm 2d hast in combination as 3 pathogenic
factor invading the respiratory system and cuusing fever,
cough. cxpeetoration of puralent sticky sputum und cven
dyspaey.

Qi The busic elemcnt of eaergy that makes up the hunaa
body and supports the vita] activitics. Since the existence of
qi in the human body cun oaly be perceived through its ce-
sultant activitics of the organs and tissues, it usually implies
the functional activity. T circulates ip the channels and col-
Iatcraly. Stugnation of its circulation may result from emo-
tional depreszion. improper dict, infection and injury. and
is often manifested by distension and psin. Deficiency of gi
is refcrred to decreascd functional uctivity, usually manis
fested by lassitude, listlessaess, shortness uf beeath, spon.
taneous sweating and weukened pulse. Since cach internul
organ has its own functions! activities, deficiency of qi of
different organs may heve different manifestations. Drugs
to promote the circulation of gi arc indicated in the stagna-
tion cases, while drugx (o seinforee Qi are used for the defi-
cency cases. To regulate the flow of qi is u general term
for treating disorders in the (low of gl.
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spleen A viscus that is belicved to share with the stomach
the function of digesting foed, transport and distribute nu-
trients and water, rcinforce the vital energy (qi), and keep
the blood flowing within the blood vesscls. In most cases.
the spleen & refcrred to the digestive system, taken as the
source of nutrients for growth and deveclopment, providing
the material basis of the acquired constitution. Howevcer,
dysfunction of the spleen is not confined to digestive disor-
ders; it muy also lead to retention of water {sce damp) and
hemorrhiagic disorders such as cxocssive menstrual discharge
and sudbcutanedus extravasution of blood.

sunmendamp A morbid conditian caused by summer heat
and damp in combinavion and charasierized bty fever, fidgt-
ness. feeling of stuffiaess in the chest and epigastrium,
thicst, diarthea, and yellowish greasy tonague couting.

tammenheat  An exogenous pathogenic factor that causcs
discases in summer time, marked by high fever, thirst.
peofuee perspiration and lassitude.

vital eseace (1) The fundamental sabstance that builds up
the physical structuce and muintains the body function.
(2) Scmen. When this term is used in the context of the
kidney, it is referred to both definitions, particutarly to the
latter,

wind An cxogenous pathogenic factor characterized by ups
ward and out-going dispersion, rapid chaoge, and constant
movemenl. Therefore, upper respiratory catarrh with
headache and aversion to wind in common cold, morbid
conditioas with abrupt onset and sudden subsidencc such o
urticariaz. those with wandering symptoms such ag migrato-
ry paia in theumatic arthritis, and those with abnormal mo-
tion such as convulsion. spasm, tremor, and facial paruiysis
with deviation ul (he eyes and the mouth are sll believed to
be caused by wind. Furthermore, attack of wind on the
skin often results in itching.

wind-cold Wind and oold in combipation as a pathopenic
factor causing chillincss, headache, geaeral aching and a
swffed, running nose.

wind-hcat Wind and heat in ecombigation as a pathog‘e‘hic
factor cauxing marked fever, mild chilliness, cough, thirst,
sore \hroat, headache, or inflummation of the cyes.

wind-phlegm Wind and phlegm in combinstion as &
pathiogenic Factor cavsing vertigo, numbncss of the limbs,
stroke, or epilcptic convulsions.

yin and yang  Yin-yang i3 onc of the sncient philusarhical
concepty in China, which halds that anything in the uni-
verse is a0 cutity of two aspecls-yin and yang, cver opposing
and complementing cach other. This coneept is uscd in tea-
ditiona! Chincse medicine a5 « guiding ideology referriag to
various unlithieses in anatomy, physiology, puthology, di-
agnosis and treatment. o this book, yin aud yang arc oaly
used in a specific sense, i.c., yh is refecced o the materisl
aspect of the body ar internal organs. including vital
emeace, fluid, autrients, ete. . while ysag to the functional
aspoct. For example, yin of the lung means the fluid ndur.
ithing sad moistening the respiratary system: yuar of the
kidney implics the physiologicul energy of life, i.e.. fircin
its physiological seasc. as well as the functions {growth,

development, reproduction, metabolism, etc.) produced
hercby. In heaithy conditions, yia and yeng are kept at
noemal levels and in a relutive equilibrium. Breakdown of
the balanced equilibrium due o deficieney or excess of ei-
ther yim or yang will cause disenses. Funhe:mure. deficien-
cy of the one may lesd to excess of the other, ¢. g. . dimin-

ished funetion of the spleen (udcliciency of mg) mny give
rise to retention of water or damp (cxcess of yln): defi-
cieacy af yin of the liver may recull in hyperactivity of the
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tiver or ¢ven flamming up uf the liverfire (excess of yaosg) .
On the other hand, excess of the one may lead to deficicn-
cy of the ather, &.g.. high fever {cacess of yang) consumes

the body fluid (yin).
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